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Authors

Definitions of adverse drug events

Skegg 1977

Bates 1993

Bates 1995 &1999">"
15

Grymonpre 1988

Hohl 2001

Buajordet 2002"

‘Any particular unwanted happening during drug therapy, experienced by a patients, undesirable either generally or
in the context of the disease’
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‘An injury resulting from the administration of a drug’
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‘An injury resulting from medical intervention related to drug’
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‘Any undesired effect associated with drug therapy’
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‘Any unfavourable medical event related to medication use or misuse’
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‘An injury or a symptom suspected to be precipitated by medical interventions related to drug treatment’
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Author

Definitions of adverse drug reactions

Cluff 1964'°
. 19
Hurwitz 1969

WHO 1969

WHO 1972 %'

Karch 19757

McKenny 1976
Kramer 197924

Hallas 1991%°

‘Any unintended or undesired consequence of drug therapy’
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‘Any unintended adverse response to medication’
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‘An adverse reaction is defined, for the purpose of this report, as one which is noxious and unintended, and which
occurs at doses used in man for prophylaxis, diagnosis or therapy’
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‘An adverse reaction to a drug is one that is noxious and unintended, and occurs at doses normally used in man’
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‘Any response to a drug that is noxious and unintended and that occurs at doses used in man for prophylaxis,
diagnosis, or therapy, excluding failure to accomplish the intended purpose’
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‘Any undesirable or unintended consequence of drug administration’
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‘An undesirable clinical manifestation (CM) that is consequent to and caused by administration of a particular drug’
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‘Any unintended, undesired effect of a drug’
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Author

Definitions of adverse drug reactions

ASHP 1998

Edwards 20001

WHO 20027

‘Any expected, unintended, undesired, or excessive response to a medicine that requires discontinuing the medicine
(therapeutic or diagnosis), requires changing the medication therapy, requires modifying the dose (except for minor
dosage adjustments), necessitates admission to a hospital, prolongs stay in a health care facility, necessitates
supportive treatment, significantly complicates diagnosis, negatively affects prognosis or results in temporary of
permanent harm, disability, or death’
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‘An appreciably harmful of unpleasant reaction, resulting from a intervention related to the use of a medicinal
product, which predicts hazard from future administration and warrants prevention of specific treatment, or alteration
of the dosage regimen, or withdrawal of the product’
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‘A response to a medicine which is noxious and unintended, and which occurs at doses normally used in man’
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Author

Compliance/non-compliance definitions

Haynes 1979”7

McKenny 1976~

Stewart 1980

Davidsen 1988°°

Grymonpre 1988"

Col 1990

‘The extent to which the patients behaviour (in terms of taking medication, following diets or executing other life-
style changes) coincides with the clinical prescription’
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‘The patient admits to taking less than the prescribed number of doses of given medication during the month prior to
admission to the hospital; there is a temporal relationship between non-compliance and the onset of signs and
symptoms of the disease’
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‘Patient is not following directions for prescribed medications’
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‘A deviation of more than 50% between the dose actually taken and the prescribed dose of the drug.’ It was also
required that the failure of dosing should be logically related to the occurrence of the symptoms causing hospital
admission’
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‘A failure to accomplish the goals of treatment because of accidental or unintentional non-adherence to a
therapeutic program’
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‘Any nontrivial deviation from the prescribed medication regimen.’ It can be intentional or unintentional, and includes
dosage errors (under use or over use), interruption of treatment, failure to take drugs at specified times, taking them
at incorrect intervals, and/or the addition of other drugs’
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Author

Compliance/non-compliance definitions

Chan 2001

Stanton 1 99432

‘A deviation from the prescribed medication regimen because of choice, non-comprehension or forgetfulness
producing an exacerbation of symptoms of the patient’s condition’
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‘ﬂ’J’lJJLLIUdLlJ‘Wa]’mLLNW‘I’]S&&‘I‘I‘EU’ILuadﬁ]’mﬂ’]imaﬂﬂﬁ]t‘luﬂgu@m’m, mwsJ"LuLmlwsamsawmlmm@mmimm
av’

‘A deviation from a prescribed medication regimen due to non-comprehension, forgetfulness or by choice, producing
an exacerbation of symptoms of the patient’s condition’
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Author

Definitions of medication errors

Bates 1995°

Leape 1995

ASHP 1998’

Grymonpre 1908"

van den Bemt 20006

Nebeker 2004°

Ferner 200635

‘Any error occurring in the medication-use process’

‘anuamanaenla 9 lunszuaumslden

‘Any error in the process of prescribing, dispensing, or administering a drug, and whether there are adverse
consequences or not’

‘anwuamainfoula 9 lunsruaunsseldon mssoen wienslien warlideednaduileadssuauannielas
(2EVs

‘Any preventable event that may cause or lead to inappropriate medication use or patient harm while the medication
is in the control of the health care professional, patient, or consumer. Such events may be related to professional
practice, health care products, procedures, and systems, including prescribing; order communication; product
labeling, packaging, and nomenclature; compounding; dispensing; distribution; administration; education; monitoring;
and use’
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‘A failure to accomplish the goals of treatment because of accidental or unintentional non-adherence to a
therapeutic program’
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‘A mistake is made somewhere in the drug distribution and /or production process (from the prescribing of the drug
to the administration of the drug)’
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‘Inappropriate use of a drug that may or may not result in harm’
‘mslfnateliminzaniionnazdonalfiinsuanonie il

‘A failure in the treatment process that leads to, or has the potential to lead to, harm to the patients’
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